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Examiner 

MISOOK YU, Ph.D. 



Applicant(s) 

WALDMAN ET AL. 



Art Unit 

1642 



.. The MAILING DATE of this commun ication appears on the cover sheet with the correspondence address ~ 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. „ NO period for reply is specified above the (35 U.s'c. § 133). 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 19 August 2002 . 
2a)D This action is FINAL. 2b® This action is non-final. 

3) D Since this application is in condition for allowance except ^ ™^ 'TslTo^t * *" * 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 o.fc. ^io. 

Disposition of Claims 

4) E3 Claim(s) 25.27.29 and 31 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) |3 Claim(s) 25 and 27 is/are allowed. 

6) KI Claim(s) 29 and 31 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) G The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

« » F7I k. , # o afaro n^c ritPH fPTO RQ2> 4) □ Interview Summary (PTO-413) Paper No(s). . 

SBZ£2S££2^^ 5) n No «ceo f ,n foml a IPal ent A pp„c afc n ( PT0. 152 , 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) U Other: 
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should be directed to Examiner Misook Yu. 

DETAILED ACTION 

Claims 25, 27, 29, and 31 are pending and examined on merits. 

Claim Rejections - 35 USC §112 
Rejection of claims 25 and 27 drawn to stomach cancer diagnosis method using 
CDX2 expression as biomarker under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most neariy connected, to 
make and/or use the invention is withdrawn. The reason for the withdrawal is that Ba. 
et al (Cancer Lett 2002 Feb 8:176(1 ):47-55, abstract only) teaches that CDX2 transcr.pt 
is indeed an useful biomarker for stomach cancer detection as the instant specification 

predicted at page 11 lines 14-16. 

Claims 29 and 31 remain rejected for reasons set forth in the prior Office Acton 
mailed 8-19-2002 under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled .n 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. In the prior Office Action mailed 8-19-2002 and applicant's Amendment 
dated 8-19-2002, the claims seem to be interpreted as drawn to a method of diagnosing 
esophageal cancer in an individual suspected of having esophageal cancer by detecting 
presence of CDX2 transcript. However, as written the claims could be also interpreted 
as method of validating CDX2 as a biomarker for esophageal cancer since the sample 
for the CDX2 detection comes from a patient who already is diagnosed with esophageal 
cancer probably from histology and/or cytology: this method does not require undue 
experimentation. This examiner, however, assumes that the instant claims are drawn to 
cancer diagnosis method using CDX2. Applicant argue that claimed invention do not 
cause undue experimentation but this argument is not persuasive because neither the 
instant specification nor the current state of art provides any evidence that the asserton 
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at page 1 1 lines 13-18 which says that CDX2 is expressed in esophageal cancer cells 
but not in norma, esophageal cells is true or not. As applicant noted in the Amendment 
Paper No 12 dated 8-19-2002 at page 5 line 2 from the bottom, CDX2 express.on as 
cancer biomarker is unpredictable. In order to use the instant invention, undue 
experimentation involving a large number of clinica. samples is required to assess .f 
CDX2 could also be used as a biomarker for esophageal cancer. It is well known m the 
art that prior to the successful application of newly described markers, research must 
validate the markers against acknow.edged disease end points using histology and/or 
cytology, establish quantitative criteria for marker presence/absence, and confirm 
marker predictive value in prospective population trials. 

Conclusion 

Claims 25 and 27 are allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of t.me 

policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed with.n 
TWO MONTHS of the mailing date of this final action and the advisory act.on ,s not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number » 703- 
308-2454. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the exam.ner s 
supervisor. Anthony C Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is ass.gned are 703- 
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305-3014 for regular communications and 703-872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 
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MARY L MOSHER 
PRIMARY EXAMINER 
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